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DETAILED ACTION 

This Office Action is in response to the Amendment filed February 14, 2007. All 
previous rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. This action is made Non-Final. 

Claims 

Claim Rejections - 35 USC S 102 - Anticipation (Previous Rejections) 

1) Claims 1-9, 12, 14-18 and 22 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Gowan (EP 0636,364). The rejection is maintained. 

Applicant argues the reference discloses an example (Example 6) where 
cetirizine is mixed with cyclodextrine to form a complex, mixed with other ingredients 
and compressed to form an oral compositions. The compositions are a single 
formulation. The instant invention is to improve taste while avoiding stability impairment. 
The reference does not address this objective. Therefore the person skilled in the art 
would not be motivated to solve the problem and would be led away from the solution 
provided by the invention. Applicant further discusses the ways to taste mask the 
compound of formula I that have been disclosed in the prior art (see remarks pages 7- 
10). EP 081 1374 A1 is also discussed and discloses mannitol and other polyols may 
create stability problems for compounds of formula 1. This argument is not persuasive. 

The reference discloses the active ingredient is coated, therefore making it a 
separate formulation than the rest of the composition. The only requirement needed to 
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meet the limitations of the instant claims is the first formulation comprises the active 
ingredient and no polyol with a molecular weight less than 300. Nothing else has to be 
mixed with the active ingredient. The second formulation is the formulation outside of 
the coating. This includes compounds such as mannitol and is free of a compound of 
formula I, meeting the limitation of the instant claims. The Examiner is not sure where 
Example 6 is disclosed because it appears the instant reference does not disclose an 
Example 6. EP 081 1 374 further supports why one would choose one of the other 
ingredients over mannitol when adding these ingredient to the compositions comprising 
cetirizine. In regards to the purpose of the instant claims, the claims recite a formulation 
and make no mention of its properties such as taste-masking abilities and stability 
impairment. Therefore, the reference does not need to solve these problems although 
the coating is used as a taste masker (page 6, lines 34-38). 

2) Claims 1-8, 12-15, 19-20 and 22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Johnson et al. (US 6,627,234). The rejection is maintained. 

Applicant argues the gum coatings may contain polyols and the examples 
disclosed by the 6,627,234 disclose a polyol as one of the components in the 
formulations. This argument is not persuasive. 

The reference also discloses not only formulation with polyols but also 
formulations with sugar and no polyol. The polyol is an optional component in the active 
agent containing coating. 



Application/Control Number: 10/501,359 Page 4 

Art Unit: 1614 

3) Claims 1-9, 12, 14-16 and 21-22 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Fekete et al. (US 5,543,155). 

Appliant argues the active layer of the two-layer tablet comprises a medicament, 
a hydrophilic polymer, filling material (cellulose, starch, lactose, mannitol), binding 
material and lubricant. This is contrary to the claimed invention wherein the first 
formulation does not comprise a polyol with a molecular weight of less than 300. None 
of the cited documents focus on the compounds of formula I therefore they do not solve 
the serious problem of taste caused by bitterness or stability loss in the presence of 
polyols. This argument is not persuasive. 

The layer comprising the medicament may comprise cellulose, starch, lactose, or 
mannitol. Therefore mannitol is not necessarily present in the layer comprising the 
medicament. In regards to the bitterness or stability, as stated above, this is not a 
limitation of the instant claims, therefore, the references to not have to meet this 
limitation. 

Claim Rejections - 35 USC S 102 - Anticipation (New Rejection) 

1) Claims 1, 3, 7-10, 14-18 and 22 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Johnson et al. (EP 0 81 1 374). 

Johnson et al. disclose compositions comprising a mixture of cetirizine and 
pseudoephedrine. The dosage form comprising a centirizine layer is free of alcohols 
having molecular weights lower than 100 and reactive derivatives thereof. The disclosed 
dosage forms comprise at least two formulations, one comprising centirizine in one 
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formulation and pseudoephedrine in the other formulation. The centirizine may be mixed 
with a water-soluble film-forming polymer. The centirizine compositions are used to coat 
the core of the tablets (page 5, lines 1-5). Alcohols having molecular weights of less 
than 1 00 react with centirizine and usually esterification occurs. The pseudoephedrine 
core component may comprise additives such as NaCI, KCI, NaHC0 3 , lactose, sucrose, 
or mannitol and water-soluble polymers include HPC or HMPC or methylcellulose, 
encompassing claims 8-10. The core may also be coated with and impermeable coating 
(page 6, lines 6-20), encompassing claim 17. The reference anticipates the instant 
claims insofar as it discloses a two formulation tablet comprising a compound of formula 
I without a polyol having a molecular weight of under 300 and a second formulation 
comprising one or more polyols with a molecular weight of less than 3000 and 
comprises no compound of formula I. 

Claim Rejections - 35 USC S 103 - Obviousness (New Rejection) 

1) Claims 10-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fekete et al. (US 5,543,155) in view of Cupps et al. (US 6,172,095). 

Fekete et al. disclose multilayer tablets wherein one layer comprises an active 
agent and the other a hydrophilic polymer. The active agents include cetirizine. The 
active layer may comprise tabletting fillers (such as e.g. cellulose, microcrystalline 
cellulose, lactose, mannitol, starch, dicalcium phosphate and the like), which, if desired, 
are then granulated in way known in the practice of tabletting, by using any of the 
processes described above. The other layer containing no active agent is prepared from 
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a 2% solution of HPMC having a viscosity higher than 1000 cP alone or together with 0 
to 70% by weight of tabletting filler (such as e.g. cellulose, microcrystalline cellulose, 
lactose, mannitol, starch, dicalcium phosphate and the like), which, if desired, are then 
granulated in way known in the practice of tabletting^ by using any of the processes 
described above. Subsequently, two-layer tablets containing the required amount of 
active agent in one layer and the required amount of HPMC in the other one, are 
prepared from the powder mixture of two kinds or, if desired, from the granulates 
prepared therefrom, which the lubricants needed had separately been mixed to by 
applying the second tablet core layer to the first one (cols. 8-11). The reference differs 
from the instant claims insofar as it does not disclose using sodium citrate in the 
multilayer tablet compositions. 

Cuppes et al. disclose sodium citrate is used for a buffer in tablet compositions. 
These compositions may also comprise cetirizine. The reference differs from the instant 
claims insofar as it does not disclose two formulation compositions comprising a 
compound of formula I. 

It is prima facie obviousness to select a known material based on its suitability for 
its intended use. See Sinclair & Carroll Co. v. Interchemical Corp., 325 U.S. 327, 65 
USPQ 297 (1945). Also, established precedent holds that it is generally obvious to add 
known ingredients to known compositions with the expectation of obtaining their known 
function. See, e.g., In re Linden 457 F.2d 506, 507 (CCPA 1972); see also In re Dial 
326 F.2d 430, 432 (CCPA 1964). It would have been obvious to one of ordinary skill in 
the art to have used sodium citrate or another alkalinizing agent in the compositions of 
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the primary reference motivated by the desire to use a compound for its known buffering 
function, as disclosed by the secondary reference and supported by cited precedent. 

2) Claims 10-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fekete et al. (US 5,543,155) in view of Dobrozsi (US 6,319,513). 

The primary reference, Fekete et al., is discussed above in subsection 1. The 
reference differs from the instant claims insofar as it does not disclose using sodium 
citrate in the multilayer tablet compositions. 

Dobrozsi disclose sodium citrate is used to provide consistent dispersion of solid 
particles thereby improving stability in oral compositions. The reference differs from the 
instant claims insofar as it does not disclose a two formulation composition comprising a 
compound of formula I. 

See Sinclair & Carroll Co. v. Interchemical Corp., In re Linder , 457 F.2d 506, 507 
(CCPA 1972); and also In re Dial. 326 F.2d 430, 432 (CCPA 1964) cited above. It would 
have been obvious to one of ordinary skill in the art to have used sodium citrate or 
another alkalinizing agent in the compositions of the primary reference motivated by the 
desire to use a compound for its known stabilizing functionality, as disclosed by the 
secondary reference and supported by cited precedent. 



Claims 1 and 3-22 are rejected. 
No claims allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lezah W. Roberts whose telephone number is 571-272- 
1071. The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Lezah Roberts Frederick Krass 

Patent Examiner Primary Examiner 

Art Unit 1614 Art Unit 1614 





